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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- if NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )S Responsive to communication(s) filed on 15 July 2005 . 
2a)D This action is FINAL. 2b)M This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) [x] Claim(s) 18-25 and 28-30 is/are pending in the application. 
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5) D Claim(s) is/are allowed. 

6) K Claim(s) 18.19.24 and 25 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) M The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

11) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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2. D Certified copies of the priority documents have been received in Application No. _. 
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application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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Art Unit: 1656 

Application Status 

1 . The Art Unit location of your application in the USPTO has changed. To aid in 
correlating any papers for this application, all further correspondence regarding this 
application should be directed to Art Unit 1656. 

2. Applicant's election with traverse of Group I (claims 1 8-1 9 and 24-25) on July 1 5, 
2005 is acknowledged. 

3. The traversal is on the grounds that all Groups are examined because the 
claimed invention is directed to products and processes of use, thus no undue burden 
would exist. Applicant's statements are not persuasive as burden of search is evidenced 
by the different status that the invention has acquired in the art. In addition, a reference 
teaching the elected product (Group I) would not necessarily teach the methods as 
claimed. Note that some methods are directed to a ribonucleic acid and not the claimed 
product. Furthermore, chapter 800 of the MPEP states that a restriction requirement is 
proper if the claimed invention can be shown to be independent and/or distinct. The 
instant claimed invention is independent and distinct, therefore, the restriction 
requirement is proper and final. Applicant's comments regarding a rejoinder are noted. 

Claim Disposition 

4. Claims 1-17, 27 and 31 have been cancelled. Claims 18 and 25 have been 
amended. Claims 18-25 and 28-30 are pending. Claims 18-19 and 24-25 are under 
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examination. Claims 20-23 and 28-30 are withdrawn from further consideration 
pursuant to 37 CFR 1.142(b), as being drawn to a nonelected invention, there being no 
allowable generic or linking claim. Applicant timely traversed the restriction (election) 
requirement in the reply filed on July 15, 2005. 

5. The claimed invention is directed to a cosmetic or pharmaceutical composition 
comprising a protease active on a polypeptide (SEQ ID NO:1), it is noted that claims 24 
and 25 refer to the encoding nucleic acid, these claims are being interpreted only as the 
DNA that encodes the polypeptide (SEQ ID NO:1 ), not as a composition that utilizes the 
DNA or a medicament using the DNA. The claims are herein interpreted as a cosmetic 
utilizing the protein and the identification of the encoding DNA, for examination on the 
merits. Claims drawn to a cosmetic utilizing the DNA would be subjected to a restriction 
requirement. Contacted Ms. Katherine Baumeister applicant's representative to obtain 
clarification, on September 30, 2005, however, she was not available. 

Sequence Compliance 

6. This application contains sequence disclosures that are encompassed by the 
definitions for nucleotide and/or amino acid sequences set forth in 37 CFR 1 .821 (a)(1 ) 
and (a)(2). However, this application fails to comply with the requirements of 37 
CFR1 .821 through 1 .825; applicant's attention is directed to the final rule making notice 
published at 55 FR 1 8230 (May 1 , 1 990), and 1 1 1 4 OG 29 (May 1 5, 1 990). To be in 
compliance, applicant is required to identify all amino acid sequences of at least 4 L- 
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amino acids and at least 10 nucleotides by a sequence identifier, i.e., "SEQ ID NO:". 
The specification discloses sequences that have not been identified by a sequence 
identifier, see for example, pages 38 and 47. If these sequences have not been 
disclosed in the computer readable form of the sequence listing and the paper copy 
thereof, applicant must provide a computer readable form of the "Sequence Listing" 
including these sequences, a paper copy of the "Sequence Listing", as well, as an 
amendment directing its entry into the specification, and a statement that the content of 
the paper and computer readable form copies are the same and, where applicable, 
include no new matter as required by 37 CFR 1 .821(e) or 1.821(f) or 1 .821(g) or 
1 .821(b) or 1 .825(d). See the attached Notice to Comply with the sequence rules. 



Priority 

7. Applicant has not complied with one or more conditions for receiving the benefit of 
an earlier filing date under 35 U.S.C. 1 19 (a-d) as follows: While Applicant has claimed 
priority to France 97/03899, filed March 28, 1997 and France 97/11317, filed September 
11,1 997", no certified copy is present in the file. The Examiner cannot grant priority until 
said documents are received. 



8. 



Specification 

The specification is objected to because of the following informalities: 
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(a) The title of the invention is not descriptive. A new title is required that is clearly 
indicative of the invention to which the claims are directed. The following title is 
suggested: "Polypeptides and Compositions derived from the horny layer of the 
epidermis and its use". 

(b) It is noted that applicant claims domestic as well as foreign priority, however, the 
priority information on page 1 of the instant specification is not complete. It is suggested 
that information is updated to read: "This application is a divisional of U.S. Application 
No. 09/381,656, filed on December 29, 1999, now U.S. Patent No. 6,645,509, which 
was a national stage filing under 35 U.S.C. 371 of International Application No. 
PCT/FR98/00636, filed on March 27, 1998 and claims foreign priority to Applications 
France 97/03899, filed March 28, 1997 and France 97/11317, filed September 11, 
1997". 

Correction is required. 

Information Disclosure Statement 

9. The information disclosure statement filed on October 3, 2003 fails to comply 
with the provisions of 37 CFR 1 .97, 1 .98 and MPEP 609 because all the items listed on 
the information disclosure statement are missing from the case. It has been placed in 
the application file, but the information referred to therein has not been considered as to 
the merits. It is noted that applicant did not provide copies of the references in the 
instant application, however, pointed to the parent file 09/381 ,656 to obtain copies. The 



Application/Control Number: 10/677,865 Page 6 

Art Unit: 1656 

examiner was unable to locate two of the references as indicated on the 1449 form. A 
line has been drawn through the following items on the information disclosure 
statement: journal articles by Simon et al. and Serre et al. 



Claim Rejections - 35 USC j112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

10. Claims 18-19 and 24-25 are rejected under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for the protein set forth in SEQ ID NO: 
1 , does not reasonably provide enablement for the full scope of the claims. The 
specification does not enable any person skilled in the art to which it pertains, or with 
which it is most nearly connected, to make the invention commensurate in scope with 
these claims. The enablement requirement refers to the requirement that the 
specification describe how to make and how to use the invention. There are many 
factors to be considered when determining whether there is sufficient evidence to 
support a determination that a disclosure does not satisfy the enablement requirement 
and whether any necessary experimentation is undue. These factors include, but are 
not limited to: Quantity of Experimentation Necessary; Amount of direction or guidance 
presented; Presence or absence of working examples; Nature of the Invention; State of 
the prior art and Relative skill of those in the art; Predictability or unpredictability of the 
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art and Breadth of the claims (see In re Wands, 858 F.2d at 737, 8 USPQ2d at1404 
(Fed. Cir. 1988). The factors most relevant to the instant invention are discussed below. 

What is enabled are proteins with specific sequences and claims directed to 
"compositions" of the protein sequences per se but not "cosmetics" or 
"pharmaceuticals". The specification has no cosmetics/pharmaceuticals for use in 
treating any skin disorders. Furthermore, the data/examples provided in the 
specification do not demonstrate the use of the polypeptides in preventing any specific 
disorders, however, has demonstrated possession of the protein encoding nucleotide 
sequence. 

Additionally, there is no indication of dosage or time period for the claimed 
pharmaceutical composition or cosmetics. Further, the encoding nucleic acid 
encompasses fragments, which could result in a different protein that may not have 
biological activity. There is no indication of where in the sequence modifications will be 
made or any correlation between the structure and function relationship of the claimed 
product. Of note also is the fact that the specification does not provide any specific 
indicia of the composition in association with the laundry list of proteases listed in 
claiml. 

In view of the foregoing, the specification does not enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make or use the 
invention commensurate in scope with these claims. Furthermore, since the 
specification is absent exemplification of the therapeutical or cosmetic properties of the 
claimed invention the specification does not provide sufficient guidance to practice the 



Application/Control Number: 10/677,865 Page 8 

Art Unit: 1656 

claimed invention without undue experimentation. See In re Wands, 858 F.2d 731, 737, 
8 USPQ2d 1400, 1404 (Fed. Cir. 1988) a court decision that lists the factors to be 
considered when determining whether there is sufficient evidence to support a 
determination that a disclosure does not satisfy the enablement requirement and 
whether any necessary experimentation is undue for further details. 

1 1 . Claim 25 is rejected under 35 U.S.C. 1 12, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. 

The claimed invention is directed to a cosmetic or pharmaceutical composition 
wherein the nucleotide sequence comprises all or part of the nucleotide sequence SEQ 
IS NO:2. The claims lack adequate written description as the structure herein is 
undefined as it is unclear what part of SEQ ID NO:2 is intended. In addition, the claim 
using the open language "comprising" which means more nucleotides can be added to 
the sequence. Thus, the claimed invention consist of a genus of fragments to the 
specified sequence. A skilled artisan cannot envision the detailed chemical structure of 
the nucleic acid. The specification fails to provide any additional representative species 
of the claimed genus to show that applicant was in possession of the claimed genus. 

A representative number of species means that the species, which are 
adequately described are representative of the entire genus. The written description 
requirement for a claimed genus may be satisfied through sufficient description of a 
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representative number of species by actual reduction to practice, disclosure of 
drawings, or by disclosure of relevant identifying characteristics, for example, structure 
or other physical and/or chemical properties, by functional characteristics coupled with a 
known or disclosed correlation between function and structure, or by a combination of 
such identifying characteristics, sufficient to show the applicant was in. possession of the 
claimed genus. 

Vas-Cath Inc. v. Mahurkar, 935 F.2d 7555, 1563-64, 19 USPQ2d 1111,1117 
(Fed. Cir.1991), states that "applicant must convey with reasonable clarity to those 
skilled in the art that, as of the skilled in the art that, as of the filing date sought, he or 
she was in possession of the invention. The invention is, for purposes of the 'written 
description 1 inquiry, whatever is now claimed 1 (See page 1117). The specification does 
not "clearly allow persons of ordinary skill in the art to recognize that [he or she] 
invented what is claimed" (See Vas-Cath at page 1116). The skilled artisan cannot 
envision the detailed chemical structure of the encompassed genus of polypeptides, 
and therefore, conception is not achieved until reduction to practice has occurred, 
regardless of the complexity or simplicity of the method of isolation. Adequate written 
description requires more than a mere statement that it is part of the invention and 
reference to a potential method of isolating it. The compound itself is required. See 
Fiers v. Revel, 25 USPQ2d 1601 at 1606 (CAFC 1993). Therefore, the claimed 
invention lacks adequate written description. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 
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The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

12. Claims 18-19 and 24-25 are rejected under 112, second paragraph as failing to 
distinctly point out the subject matter applicant regards as his invention. 
Claim 18 recites a cosmetic or pharmaceutical composition having an effective quantity of 
at least one protease active on a polypeptide", however, there is no indication as to what 
the effective amount of protease is being used to do. 

Claim 19 is indefinite because the recitation of :"further comprising a glycosidase" does not 
demonstrate any added effective to claim 18. 

Claim 24 is indefinite for the recitation of " at least the one coding sequence as it is unclear 
what others there are. 

Claim 25 is vague and indefinite because the claim recites the composition of claim 24, 
wherein the nucleotide sequence comprises all or part of the nucleotide sequence as 
defined in claim 24, " because it is unclear what part applicant intends to be the invention. 
In addition, it is confusing with two references to claim 24 instead of one. 



Basis For Nonstatutory Double Patenting 

1 3. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman, 1 1 
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F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 
1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970);and, In re Thorington, 
418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1.130(b). 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

14. Claims 18 and 24-25 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1 and 18 of U.S. 
Patent No. 6,645,509. An obvious-type double patenting rejection is appropriate where 
the conflicting claims are not identical, but an examined application claim is not 
patentably distinct from the reference claim(s) because the examined claim is either 
anticipated by, or would have been obvious over, the reference claim(s). See In re 
Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11F.3d 1046, 
29 USPQ2d 2010 (Fed. Cir. 1993); and In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. 
Cir. 1985). Although the conflicting claims are not identical, they are not patentably 
distinct from each other. 
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The instant application claims are directed to a cosmetic or pharmaceutical 
composition comprising at least one protease active on a polypeptide of SEQ ID NO:1 
and the encoding nucleic acid (SEQ ID NO:2). The patented claims are directed a 
composition comprising the polypeptide of SEQ ID NO:1 and the encoding nucleic acid 
in SEQ ID NO:2. The instant set of claims differ from the patented claims in that the 
claim comprises proteases that act on the polypeptide. Note that the patented claims is 
the genus and the instant claims are a species of the genus claimed in the patent. Thus, 
although the scope of the two set of claims differ they are obvious variation of each 
other, and are prima facie obvious. 



Art of Record 

15. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

Egelrud et al. (U.S. Patent No. 5,834,290, December 14,1995) disclose 
pharmaceutical, cosmetic and skin care compositions comprising a polypeptide having 
SCCE (stratum corneum chymotryptic enzyme) activity, and the use of a polypeptide 
having SCCE activity for the treatment of prophylaxis of various diseases such as acne, 
xeroderma or other hyperkeratotic conditions such as callosities and keratosis pilaris as 
well as the various ichthyoses, psoriasis and other inflammatory skin diseases such as 
eczemas, however, does not teach protease action on a polypeptide of SEQ ID NO:1 . 
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Conclusion 



1 6. No claims are allowable. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Hope A. Robinson whose telephone number is 571-272- 
0957. The examiner can normally be reached on Monday-Friday. 
If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kathleen Kerr, can be reached at (571 ) 272-0931 . The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Patent Examiner 



Hope Robinson, MS ( 





(KEMT EXAMINER 
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Application No.: 1 0/677.865 
NOTICE TO COMPLY WITH REQUIREMENTS FOR PATENT APPLICATIONS CONTAINING 
NUCLEOTIDE SEQUENCE AND/OR AMINO ACID SEQUENCE DISCLOSURES 

Applicant must file the items indicated below within the time period set the Office action to which the 
Notice is attached to avoid abandonment under 35 U.S.C. § 133 (extensions of time may be obtained 
under the provisions of 37 CFR 1.136(a)). 

The nucleotide and/or amino acid sequence disclosure contained in this application does not comply with 
the requirements for such a disclosure as set forth in 37 C.F.R. 1 .821 - 1 .825 for the following reason(s): 



□ 

□ 
0 



1 . This application clearly fails to comply with the requirements of 37 C.F.R. 1 .821-1 .825. Applicant's 
attention is directed to the final rulemaking notice published at 55 FR 18230 (May 1, 1990), and 11 14 
OG 29 (May 15, 1990). If the effective filing date is on or after July 1, 1998, see the final rulemaking 
notice published at 63 FR 29620 (June 1 , 1998) and 121 1 OG 82 (June 23, 1998). 

2. This application does not contain, as a separate part of the disclosure on paper copy, a "Sequence 
Listing" as required by 37 C.F.R. 1.821(c). 

3. A copy of the "Sequence Listing" in computer readable form has not been submitted as required by 
37 C.F.R. 1.821(e). 

4. A copy of the "Sequence Listing" in computer readable form has been submitted. However, the content 
of the computer readable form does not comply with the requirements of 37 C.F.R. 1.822 and/or 1.823, 
as indicated on the attached copy of the marked -up "Raw Sequence Listing." 



I — - 5. The computer readable form that has been filed with this application has been found to be damaged 
| I and/or unreadable as indicated on the attached CRF Diskette Problem Report. A Substitute computer 
readable form must be submitted as required by 37 C.F.R. 1 .825(d). 

□ 6. The paper copy of the "Sequence Listing" is not the same as the computer readable form of the 
"Sequence Listing" as required by 37 C.F.R. 1.821(e). 

[ 7. Other: 

8. Applicant Must Provide: 

|x | An initial or substitute computer readable form (CRF) copy of the "Sequence Listing". 

0An initial or substitute paper copy of the "Sequence Listing", as well as an amendment directing its entry into 
the specification. 

0A statement that the content of the paper and computer readable copies are the same and, where applicable, 
include no new matter, as required by 37 C.F.R. 1.821(e) or 1.821(0 or 1.821(g). 

For questions regarding compliance to these requirements, please contact: 

• For Rules Interpretation, call (703) 308-421 6 or (703) 308-2923 

• For CRF Submission Help, call (703) 308-4212 

• For Patentln software Program Support: 

• HELP DESK: (703) 739-8559, ext 508, M-F, 8 AM to 5 PM EST except holidays 

• Email: PATIN21 HELP@uspto.Qpv 

• To purchase Patentln sofftware: (703) 306-2600 



PLEASE RETURN A COPY OF THIS NOTICE WITH YOUR RESPONSE 



